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UNITED STATES FOOD LAW UPDATE:

FOOD

ALLERGY LABELS, REACHING ORGANIC
EQUIVALENCE, MISBRANDING LITIGATION AND
REGULATORY TAKINGS
A. Bryan Endres*and Michaela N. Tarr*
I. INTRODUCTION

The start of 2009 found the nation transitioning to a new presidential administration, speculating on the impact new appointees to
the executive branch may have on regulatory priorities and monitoring a bill' making its way through Congress that seeks a substantial
overhaul of the food regulatory system. This version of the Food
Law Update will analyze two major developments in food allergy labeling: finalization of rules requiring the labeling of Cochineal extract/carmine and an analysis of the proposed "gluten-free" product
labels. The update next discusses the execution of an equivalency
agreement between the United States and Canada with respect to
organic certification. Both countries expect this agreement to facilitate further development of the organic industry in their respective
nations. Finally, this update profiles four important cases decided
during the first six months of 2009. The first two cases involve allegations of misbranding. The third case resolves a preemption issue
centered on the role of state unfair competition claims as secondary
enforcement models for the national organic program. The final
* Assistant Professor of Agricultural Law, University of Illinois, Department of
Agricultural and Consumer Economics. This research is supported by the Cooperative State Research Education & Extension Service, USDA, Project No. ILLU470-309. Any opinions, findings, and conclusions or recommendations expressed
in this publication are those of the author and do not necessarily reflect the view of
the funding agency.
** Legal Research Associate, University of Illinois, Department of Agricultural
and Consumer Economics.
1. See Food Safety Enhancement Act of 2009, H.R. 2749, 11' Cong. (passed
House on July 30, 2009 and referred to Senate).
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case addresses another constitutional element-the intersection of
food safety regulations with the takings clause of the Fifth Amendment.
As in previous editions of this update, necessity dictates that
not every change is included; rather, the authors limited their analysis to significant changes within the broader context of food production, distribution, and retail. The intent behind this series of updates is to provide a starting point for scholars, practitioners, food
scientists, and policymakers determined to understand the shaping
of food law in modern society. Tracing the development of food
law through these updates also builds an important historical context for the overall development of the discipline.
II. FOOD ALLERGY LABELS: DEVELOPMENTS IN COLOR AND
ALLERGEN LABELING REGULATIONS

The Federal Food, Drug, and Cosmetic Act (FFDCA),' as
amended by the Color Additives Amendments of 1960,' requires the
disclosure of dyes, pigments or other substances that, when added
to food, are capable of imparting color.' Product labels, accordingly, must declare the presence of all color additives.' Although
certified colors' must be disclosed in the ingredient statement by
specific name,' manufacturers may declare the presence of certification-exempt colors by specific name and purpose (e.g., beet juice
added for color) or with the general phrase "artificial color" or "artificial color added."' Some certification-exempt colors, however, may
trigger adverse health consequences such as allergies. The Food
Allergen Labeling and Consumer Protection Act of 2004 (FALCPA)'
further amended the FFDCA to address this issue. Specifically, the
FALCPA requires food labels to indicate the presence of the eight
major food allergens,o and authorizes the FDA to mandate via regu2. 21 U.S.C. §§ 301 et. seq. (1938).
3. Color Additive Amendments of 1960, Pub. L. 86-618, Title I, § 102(a)(3), 74
Stat. 398 (1960).
4. 21 U.S.C. § 321(t) (2006) (defining a color additive).
5. 21 U.S.C. § 343 (m); 21 U.S.C. § 379e(b)(1) (2006).
6. See 21 C.F.R. Part 74 (2009) (listing "certified colors").
7. 21 C.F.R. § 101.22(k)(1) (2009).
8. 21 C.F.R. § 101.22(k)(2) (2009).
9. Pub. L. No. 108-282, Title II, §206, 118 Stat 910(2004).
10. Pub. L. No. 108-282, § 203 (codified at 21 U.S.C. § 343(w)(1))(2004). Major
food allergens include milk, eggs, fish, crustacean shellfish, tree nuts, wheat, peanuts, soybeans and any food ingredient that contains proteins derived from these
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lation the labeling of color additives that contain a non-major food
allergen." The FALCPA further directed the FDA to develop standards for "gluten-free" product labels.'2 The following sections discuss the FDA's FALCPA-based rulemaking activities that mandate
the listing by name of cochineal extract and carmine, rather the
general term "artificial color" and the creation of standards for a
"gluten-free" product label to facilitate dietary choices for individuals suffering from celiac disease."
The implementation of these specific regulatory provisions illustrates government's continued progression in developing a
greater sensitivity to the special needs of small segments of the
population-groups that might otherwise lack market power to demand private labeling schemes and, therefore, depend upon regulatory agencies for protection. Interestingly, a second aspect of the
cochineal extract/carmine labeling rule-mandatory disclosure of
the animal origin of the product-although demanded by many in
the vegetarian community who submitted comments to the proposed rule, did not make the final rule, as the agency continued" to
limit most mandatory labeling requirements to food safety/health
issues."
A. A Brief History of Color Additive Use and Regulation
Color additives derived from natural sources have been a part
of society since ancient times. Early Egyptians used colors to create
cosmetics, and individuals have added artificial colors to wine beginning in at least 300 B.C.'6 The USDA's Bureau of Chemistry, in
1881, began research on the use of colors in food, with the government eventually authorizing the first use of color additives in butter
products (except highly refined oil or products explicitly exempted). 21 U.S.C. §
3
21(qq)(2 0 0 6).
11. Pub. L. No. 108-282, § 203 (codified at 21 U.S.C. § 343(x) (2004)).
12. Pub. L. No. 108-282, § 206 (2004).
13. See Pub. L. No. 108-292, § 202(6) (2004).
14. One exception is the FDA's mandatory labeling rule for irradiated foods.
For a discussion of recent developments regarding labeling rules for irradiated
food, see A. Bryan Endres, Food Law Update: Food Safety Planning,Attribute Labeling
and the IrradiationDebate, 4 J. FOOD L. & POL'Y 129, 149-153 (2008).
15. 74 Fed. Reg. 207, 209-210 (Jan. 5, 2009) (discussing whether to include in
mandatory labels the fact that cochineal extract and carmine are insect or animal
derived).
16. FDA, Color Additive:, FDA's Regulatory Process and Historical Perspective, available at http://www.fda.gov/ForIndustry/ColorAdditives/ RegulatoryProcessHistoricalPerspectives/default.htm [hereinafter ColorAdditives].

226

JOURNAL OF FOOD LAW & POLICY

[VOL. 5:223

and cheese." Early regulatory efforts, however, failed to identify
that several commonly used color additives contained toxic levels of
lead, arsenic, mercury and other carcinogens.'"
The Pure Food and Drug Act of 1906" prohibited the use of
colors in food products to conceal damage or inferiority or poisonous colors in confectionaries.2" The USDA subsequently approved
seven colors for use in food and created a voluntary certification
program for new colors. In 1927, responsibility for enforcing the
Act transferred to the newly created FDA, which by 1931 had approved fifteen certified colors." Although the 1938 FFDCA imposed some limits on the use of color additives, including a mandatory certification program for batch colors," many potential safety
issues remained largely unregulated.
In 1950, amidst widespread reports of orange color additives in
Halloween candy causing illnesses in children, the FDA engaged in a
process to reevaluate all prior listed color additives.2 ' As noted
above, the Color Additives Amendment of 1960 provided the
agency with new statutory authority to regulate the approval, conditions for use, and subsequent labeling of color additives in food,
drug and cosmetic products.
Moreover, FALCPA provided the
FDA with additional authority to impose labeling rules relating to
color additives that may contain an allergen."

17.
18.
19.
20.
21.
22.
23.

Id.
Id.
Pub. L. No. 59-384, 34 Stat. 768 (1906).
Pub. L. No. 59-384 § 7 (1906).
Color Additives, supra note 16 (citing USDA Food Inspection Decision 76).
Id.
Id.

24.

Id.

Representative Delaney also held a series of hearings on the possible

carcinogenicity of food additives, culminating in passage of a "Delaney Clause" with
respect to safety evaluations/approval of both food and color additives, prohibiting
the use of any substance found to induce cancer when ingested by man or animal.
See 21 U.S.C. § 348(c)(3)(A)(2006) (food additive Delaney Clause); 21 U.S.C. §
379e(b)(5)(B) (2006) (color additive Delaney Clause).
25. See generally 21 U.S.C. § 379e (2006) (outlining approval procedures for color
additives); 21 C.F.R. Parts 73 & 74 (2009) (outlining labeling rules for color additives). Perhaps due to the highly technical nature of color additive regulations in
the United States, color additive violations remain a common reason for detaining
imported products offered for entry. STEVEN STRAUSS, STRAUSS's FEDERAL DRUG
LAWS AND EXAMINATION REVIEW 317 (CRC Press 2000).
26. Amendment of Federal Food, Drug, and Cosmetic Act, Pub. L. No. 108-282,
§ 203 (codified at 21 U.S.C. § 343(x) (2006)).
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B. CochinealExtract and Carmine
Cochineal extract and carmine ("CC") are colorings obtained
from the dried body of the female cochineal insect.' Specifically,
cochineal extract is "the concentrated solution obtained after removing the alcohol from an aqueous-alcoholic extract of cochineal."" Similarly, carmine is a lake' on an aluminum hydroxide
substrate of carminic acid, obtained by an aqueous extraction of
cochineal."0 The process of extracting carminic acid from the cochineal is complex. The process begins with killing the cochineal female insects just prior to the egg-laying stage, either by immersion in
hot water or by exposure to sunlight, steam, or the heat of an oven."
"Each method produces a different color which results in the varied
appearance of the commercial cochineal."" Subsequent drying reduces net weight up to 70%," with carminic acid comprising up to
22% of the dried product." As an indication of scale, the production of one kilogram of refined colorant requires approximately
80,000 to 100,000 cochineal insects." Once extracted, manufacturers use CC as a dye in a wide variety of the foods, drugs, and cosmetics. First approved in 1967," common uses of CC in food production include: red, pink, and purple candy, yogurt, ice cream,

27. Listing of Color Additives Exempt from Certification Food, Drug, and Cosmetic Labeling; Cochineal Extract and Carmine Declaration, 71 Fed. Reg. 4839,
4840 (Jan. 20, 2006). The cochineal lives on cactus plants in Peru, the Canary Islands, and other tropical and subtropical regions in South America and Mexico.
Center for Science in the Public Interest (CSPI), FDA Urged to Improve Labeling of or
Ban Carmine Food Coloring (Aug. 24, 1998), available at http://www.
cspinet.org/new/carmine 8_24_98.htm.
28. 21 C.F.R. § 73.100 (2009).
29. A "lake" is a color extended on a substratum by absorption, coprecipitation,
or chemical combination that does not involve simple mixing processes. 21 C.F.R.
§ 70.3(1) (2009).
30. 21 C.F.R. § 73.100 (2009).
31. COCHINEAL, CARMINE, CARMINIC ACID (E120), available at http://foodinfo.net/uk/colour/cochineal.htm.
32. Id.
33. COCHINEAL (dactylopious coccus), availableat http://www.cochineal.org.
34. FRANCISCO DELGADO-VARGAS & OCTAVIO PAREDES-LOPEZ, NATURAL COLORANTS FOR FOOD AND NUTRACEUTICAL USES 245 (CRC Press 2003).
35. Id. at 246.
36. See 32 Fed. Reg. 6131 (April 19, 1967) (approving carmine and codified at 21
C.F.R. § 8.317 (food and cosmetic use) and 21 C.F.R. § 8.6009 (drug use)); 33 Fed.
Reg. 18577 (Dec. 14, 1968) (approving cochineal extract and codifying in same
sections of C.F.R. as carmine).
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fruit beverages, butter, cheese, jam, jelly, sausages, and chewing
37
gum.
Despite its varied uses in food products, CC has been under
siege for the better part of the last decade due to several studies that
concluded a small percentage of individuals may suffer severe and
potentially life-threatening allergic reactions to CC exposure." As
noted above, food processors may disclose use of non-certified colors such as CC with the term "color added" or a similar informative
phrase that makes it clear to consumers that a color additive is present in the food product." Absent specific listing of "cochineal extract" or "carmine" on the product label, this segment of the population runs the risk of a severe allergic reaction without warning.
Moreover, the implementing regulations for non-certified color labeling generally exempts the listing of color additives on butter,
cheese and ice cream, further exposing CC-sensitive consumers to
undisclosed risk.o
Although researchers published the first documented allergic
reaction to CC in 1961, the issue did not engender significant public
attention until a 1998 CSPI petition to the FDA requesting (1) listing
of CC by name in the ingredient list; (2) disclosing the animal origin
of the product; (3) undertaking a scientific review of the reactions to
CC and determining if elimination as a food ingredient is possible;
and (4) if necessary, banning the use of CC.4 ' CSPI submitted a secCarmine; Cochineal Extract, http://www.cspinet.org/reports/
37. CSPI,
chemcuisine.htm/ (last visited at Nov. 14, 2009); See also CSPI, supra note 27; Cochi(E120), available at http://www.foodneal, Carmine, Carminic Acid
info.net/uk/colour/cochineal.htm (last visited at Nov. 14, 2009).
38. See 71 Fed. Reg. 4839, 4841-3 (noting and describing a total of 35 cases of
hypersensitivity to CC published in the scientific and medical literature or reported
directly to the FDA); J.B. Greig, WHO Food Additives Series 46: Cochineal Extract,
http://www.inchem.org/
available at
Carminic Acid,"
Carmine, and
documents/jecfa/jecmono/ v46je03.htm#_46032140 (describing a series of studies
summarized by the UK Food Standards Agency leading to the agency's conclusion
that "cochineal extract, carmines, and, possibly, carminic acid in foods and beverages may initiate or provoke allergic reactions in some individuals. Because some
of the adverse reactions are severe, it considered that appropriate information, for
example noting the presence of the color in foods and beverages should be provided to alert individuals who are allergic to these compounds"); J.L. Baldwin et. al.,
Popsicle-InducedAnaphylaxis Due To Carmine Dye Allergy, 79 ANNALS ALLERGY ASTHMA

IMMUNOLOGY 415 (1997) (describing allergic reaction to CC).
39. 71 Fed. Reg. 4839, 4844 (describing the requirements of 21 C.F.R.
§101.22(k)(2)).
40. Id. (describing the requirements of 21 C.F.R. §101.22(k)(3)).
41. Id. at 4843 (citing a petition by CSPI dated Aug. 24, 1998, Docket No. 98P0724); see also CSPI, supra note 27.
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ond petition in October 2001-prior to the 2004 enactment of
FALPCA-requesting the FDA to require the declaration of food
allergens on ingredient labels and establish good manufacturing
practices (GMPs) to prevent the inadvertent introduction of allergens into otherwise non-allergenic foods.
The FDA responded to the CSPI petition on January 30, 2006
in the form of a proposed rule mandating the labeling by name of
CC in food and cosmetic products." The proposed rule included a
label requirement for butter, cheese and ice cream-products generally excluded from color additive labels." The FDA, however, did
not propose the requirement of labeling the animal origin of CC,
nor did the agency engage in a scientific review regarding options
for the elimination of CC as a food ingredient."
Almost three years later, and after receiving only 159 comments
(eighty-three of which were form letters), the FDA issued its final
rule for CC labeling." The final form of this rule, effective a full
twenty-four months after publication," is identical to the agency's
proposed rule." This leads one to question why the agency needed
three years to finalize its rule, and subsequently defer actual compliance for almost five years from the date of the proposed rule. Of
course, the agency must balance multiple responsibilities and set
42. CSPI, Food Safety Comments & Petitions:Regulatory Comments and Petitions, Oct.
4, 2001, availableat http://www.cspinet.org/foodsafety/allergenic-substances.html.
The FDA also has limited enforcement authority over color additives through the
Public Health Security and Bioterrorism Preparedness and Response Act of 2002,
Pub. L. No. 107-188, Title III, § 305(a) that requires domestic and foreign manufacturers of color additives used as ingredients in foods to register with FDA. 21
U.S.C. § 350d(a).
43. 71 Fed. Reg. 4839. Labeling the use of CC in drugs will follow via separate
rulemaking. Id. at 4845.
44. 71 Fed. Reg. 4839, 4846 (Jan. 30, 2006) (proposing an amendment to 21
C.F.R. § 73.100(d)(2)).
45. Id. at 4845 (addressing each of the four elements of the 1998 CSPI petition).
CSPI's comment to the proposed rule supported the labeling requirement, but
"urge[d the agency] to reconsider its refusal to ban these two color additives as a
way to protect those consumers who do not know they are allergic to them." CSPI,
Comment on proposed rule to require labeling of cochineal extract and carmine, FDA
Docket Number 1998P-0724 (28 Aug. 1998), available at http://www.fda.gov/
OHRMS/DOCKETS/dockets/98p0724/98p-0724-cOO001 1-voll.pdf.
46. Listing of Color Additives Exempt from Certification Food, Drug, and Cosmetic Labeling; Cochineal Extract and Carmine Declaration , 74 Fed. Reg. 207, 208
(Jan. 5, 2009).
47. 74 Fed. Reg. 207, 210-11 (Jan. 5, 2009) (responding to comments seeking
alternative effective date).
48. 74 Fed. Reg. 207, 216-17 (Jan. 5, 2009) (to be codified at 21 C.F.R. §§
73.100(d); 73.2087(c); 101.22(k)(2)).
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priorities in an increasingly complex, global food supply chain. But

to the extent the agency must balance accuracy with efficiency, the
CC rule making process stands out as apparent low hanging fruit it
could have resolved in a more expeditious manner, thereby achieving its food safety objectives. The rather thin explanation for delaying implementation for twenty-four months based on the supposi-

tion that "[m]any manufacturers may have significant inventories of
[non-compliant] labels"" seems incredulous, given the length of time
the agency debated the proposed change.
Prolonged delay in crafting a relatively narrow, straightforward
set of rules for isolated food ingredients not only delays implementation of key public health provisions, but also frustrates a public
increasingly dissatisfied"0 with the performance of the agency. The
analysis of the still-pending (as of this writing) gluten-free labeling
rules below is yet another example of extended delay in finalizing

agency rules-in this case rules specifically directed by Congress.
C. Labeling Rules for "Gluten-Free"Products
Pursuant to a mandate embedded within the 2004 FALCPA,"
the FDA issued proposed rules for the voluntary labeling of glutenfree products in 2007." The FALCPA directed the FDA to propose
the rule within two years of passage of the Act and to issue a final
rule within four years." As the law passed in August 2004, the gluten-free labeling rules are now well overdue. Currently, "manufacturers have different and inconsistent definitions of the term 'gluten-free.""' As a result, consumers with celiac disease and their care49. 74 Fed. Reg. 207, 210-11(Jan. 5, 2009).
50. Precise polling data is not available, but recent studies note a decline in public confidence in the FDA over the past few years. Despite this decline, the public
still regards the agency as more trustworthy than industry in managing risks associated with new technologies. See The National Women's Health Information Center,
Department of Health and Human Services, U.S. Public Lacks Confidence in FDA:
Poll, April 30, 2009, available at http://www.womenshealth.gov/news/
english/626405.htm; Peter D. Hart research Associates, Inc., Awareness of And Attitudes Toward Nanotechnology And Federal Regulatory Agencies, at 5,Sept. 25, 2007,
availableat http://www. pewtrusts.org/uploadedFiles/wwwpewtrustsorg/Reports/
Nanotechnologies/HartNanoPoll_2007.pdf.
51. FALCPA, supra note 9.
52. 72 Fed. Reg. 2795 (Jan. 23, 2007).
53. FALCPA, supra note 9.
54. 72 Fed. Reg. 2795, 2801 (Jan. 23, 2007) (discussing industry confusion and
the lack of an industry-wide private standard for foods bearing a gluten-free label
claim).
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givers may not always rely on "gluten-free" labeling claims to make
purchasing decisions. Both consumers and food processors, therefore, would benefit from a standardized definition of the term to
facilitate efficient satisfaction of the market demand for gluten-free
foods." Recent enforcement letters from the FDA to manufactures
marketing spelt-based" products as gluten-free is further evidence of
the need to establish consistent, workable definitions to protect consumer health and aid development of a market for gluten-free products.5

1. The Proposed Rule
The proposed rule has two primary components. First, it categorically excludes certain grains and proteins from foods labeled
"gluten-free" and sets a threshold for residual levels of gluten in certain products. Second, the rule establishes guidelines for using the
term "gluten-free" on foods that are inherently free of gluten.
a. Defining Gluten Free, Gluten, and ProhibitedGrains
The proposed rules authorize a "Gluten-free" label on foods not
containing: prohibited grains; an ingredient derived from prohibited grains that has not had the gluten" removed during processing
to a level of less than 20ppm (i.e., 20 micrograms or less gluten per
gram of food); or a final product containing more than 20ppm of

55. Id.
56. The technical name for spelt is Triticum spelta L. FDA Warning Letter to
Everything Spelt Company, Inc. 30-Mar-07. The term "wheat" in section 201(qq) of
the FFDCA means any species in the genus Triticum. Id. Thus, for the purposes of
section 201(qq), wheat includes grains such as spelt. Id. See also National Institute
of Health, What I Need to Know About Celiac Disease, 6 (2007) (noting that spelt is a
food product celiac sufferers should avoid).
57. FDA Warning Letter to Jerusalem Manufacturing Nature Foods & Wholesalavailable at http://www.fda.gov/ICECI/
2008,
2,
Sept.
ers,
Inc.,
See also FDA
EnforcementActions/WarningLetters/2008/UCM1048149.htm.
Warning Letter to Everything Spelt Company, Inc. March 30, 2007, available at
LetActions/Warning
http://www.fda.gov/ICECI/Enforcement
ters/2007/UCM076545.htm (warning letter for failure to label spelt as a "wheat"
product).
58. "Gluten" is defined as the proteins that naturally occur in a prohibited grain
and that may cause adverse health effects in persons with celiac disease (e.g.,
prolamins and glutelins). 72 Fed. Reg. 2795, 2801 (Jan. 23, 2007) (to be codified at
21 C.F.R. § 101.91(a)(2)).
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gluten." The rule further defines "Prohibited grain" as any of the
following grains or their crossbred hybrids:
(1) wheat, meaning any species belonging to the genus Triticum;
(2) rye, meaning any species belonging to the genus Secale; and
(3) barley, meaning any species belonging to the genus Hordeum.'

The proposal specifically, but not exclusively, identifies barley, common wheat, durum wheat, einkorn wheat, emmer wheat, kamut, rye,
spelt wheat, and triticale as prohibited grains." The federal register
notice further lists farina, semolina, hydrolyzed wheat protein, barley extra and malt vinegar as examples of ingredients derived from
prohibited grains and presumed to contain gluten because they have
not been treated to remove the gluten." Other foods, such as food
starch and wheat starch, however, which are treated to remove gluten, would only be allowed if they contain less than twenty ppm gluten.
Although oats contain small amounts of gluten, the FDA proposed to exclude oats from the list of prohibited grains based on the
apparent ability of the vast majority of individuals with celiac disease
to tolerate oats consumption. Further supporting this decision was
the ability of oats to add some degree of variety and nutrition in an
otherwise very limited diet."
The proposal, however, cautions manufacturers that nonprohibited grains may contain gluten because of commingling during harvest, transport, or storage.' This is a special concern in oat
production due to crop rotation (i.e., growing oats in rotation with
wheat, rye and barley), use of shared harvest, transportation and
storage facilities, and the general close proximity of oats to prohibited grains." Despite this widespread commingling, the agency believes that with the implementation of a series of agronomic and
handling practices, combined with post-harvest testing and dedicated milling operations, manufacturers can eliminate contaminants

59. Id. at 2802 (to be codified at 21 C.F.R. § 101.91(a)(3)). Previously, the FDA
approved the use of "gluten-free" labels under its general authority to prevent misbranding of foods (i.e., so long as the claim is truthful and not misleading). 58 Fed.
Reg. 2850, 2864 (Jan. 6, 1993).
60. 72 Fed. Reg. 2795, 2802 (to be codified at 21 C.F.R § 101.91(a)(1)).
61. Id.

62.

Id.

63.
64.
65.

Id.
Id. at 2798 (discussing commingling and segregation issues).
Id.
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in oats and obtain purity levels below twenty ppm of gluten.' Although developed specifically to accommodate the issue with commingled oats, the twenty ppm standard would apply to all foods
marketed as gluten-free."
b. Labeling offood inherentlyfree of gluten
The other primary component of the proposed rule concerns
labeling of foods naturally free of gluten.' Such foods may bear a
gluten free statement so long as the label clearly indicates that all
foods of the same type, not just the brand bearing the label, are gluten free." The food must also have less than twenty ppm gluten.o
The one exception where the additional language would not be required would be on food containing oats. Although oats are naturally gluten free, not all oat-containing foods are in fact gluten free
due to the intermingling of oats with other grains during harvesting,
transport, or storage."
2. FDA's Current Regime
Although the proposed rule formalizes the agency's interpretation of the FALCPA, it does not significantly change the current
enforcement regime. For instance, in the preamble to the final rule
implementing the Nutrition Labeling and Education Act of 1990,2
the FDA suggested that "gluten-free" can be used so long as it is
truthful and not misleading, which would mean that the general
type of product might contain gluten, but the specific product at
issue does not contain gluten from grains such as wheat, barley, rye,
oats, and millet. In subsequent guidance documents, the FDA further clarified that "wheat," the allergen of concern for celiacs, is
"any species in the genus Titicum."7 3 Thus, the major food allergen
wheat includes "grains such as common wheat (Triticum aestivum L.),
durum wheat (Triticum durum Desf), club wheat (Triticum compactum
66. Id. at 2799. The FDA noted that two oat processors already have implemented segregation measures to ensure their respective products do not contain
gluten and would qualify as "gluten-free" under the proposed rule. Id.
67. Id. at 2802.
68. Id. (to be codified at 21 C.F.R. § 101.91(b)(2)).
69. Id.
70. Id.
71. Id.
72. 58 Fed. Reg. 2850, 2863 (Jan. 7, 1993).
73. Id.

234

JOURNAL OF FOOD LAW

&

POLICY

[VOL. 5:223

Host.), spelt (Triticum spelta L.), semolina (Triticum durum Desf), Einkorn (Triticum monococcum L. subsp. Monococcum), emmer (Triticum
turgidumL. subsp. dicoccon (Schrank) Thell.), kamut (Triticum polonicum L.), and triticale (x Triticosecale ssp. Wittm.)." 7 4
Because the FDA already treats wheat, rye, barley and their
crossbreeds as prohibited ingredients in gluten-free labeling claims,
the proposed rule does not create a functional change in enforcement. Rather, it creates an inverse rule of the requirements imposed by FALCPA. The Act requires disclosure on the labeling of
food containing a major food allergen, one of which is "wheat"." If
a food contains any of the prohibited grains classified as "wheat,"
the product label must state, "contains wheat."" Absent the disclosure, the food is misbranded.7 ' Hence, it cannot be labeled as
"wheat-free." As the proposed rule defines "gluten free," no product
that contains a grain that must be declared as a major food allergen
can be labeled as "gluten-free." Because the rule is basically formalizing the inverse of the mandatory allergen labeling definition, it is
making little effective change in the current regulatory regime. This
is evidenced by recent enforcement letters from the FDA, which has
warned companies producing foods containing spelt that the product labels must state "contains wheat" and cannot bear a "gluten
free" label."
The FDA's proposed label for foods (other than oats) that are
inherently gluten free also is consistent with previous agency guidance regarding the use of "free" on labels. In the above mentioned
preamble, the FDA suggested it might consider a "gluten-free" label
misleading if the food did not normally contain gluten.o The FDA
regulations on "free" labeling claims made for foods inherently free
of specific nutrients (e.g., sodium, fat) or other food substances
(e.g., cholesterol) require additional qualifying language, lest consumers mistakenly assume that only the particular brand making the
claim is free of the substance."' Likewise, the FDA is viewing the use
74. FDA, Guidancefor Industry: A Food Labeling Guide, Section VI. Ingredient Lists,
Food Allergen Labeling Question & Answer F11, April, 2008, available at
Information/Guidhttp://www.fda.gov/Food/GuidanceComplianceRegulatory
anceDocuments/FoodLabelingNutrition/FoodLabelingGuide/ucm064880.htm#abel.
75. 21 U.S.C. § 343(w) (2006).
76. 21 U.S.C. § 3 2 1(qq) (2006).
77. 21 U.S.C. § 343(w)(1)(A) (2006).
78. 21 U.S.C. § 343(w) (2006).
79. FDA Warning Letter to Jerusalem manufacturing, supra note 57.
80. 58 Fed. Reg. at 2864.
81. 21 CFR 101.13(e)(2) (1995).
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of a gluten-free labeling claim for a food inherently free of gluten to
be potentially misleading without the inclusion of additional qualifying language.' The caution about intermingling is also consistent
with current FDA labeling requirements. For example, the FDA
warns companies against labeling their foods as "GM" or "biotech"
free due to the risk of intermingling.'
3. Alcohol & Allergens
The Alcohol and Tobacco Tax and Trade Bureau (TTB) has authority to regulate labeling and advertising of wine, distilled spirits,
and malt beverages under the Federal Alcohol Administration Act
(FAA Act).' The FAA Act and regulations define the term "malt
beverage" as
a beverage made by the alcoholic fermentation of an infusion or decoction, or combination of both, in potable brewing water, of malted barley
with hops, or their parts, or their products, and with or without other
malted cereals, and with or without the addition of unmalted or prepared cereals, other carbohydrates or products prepared therefrom, and
with or without the addition of carbon dioxide, and with or without
other wholesome products suitable for human food consumption.

Alcoholic beverages also are subject to the FFDCA adulteration and
misbranding provisions, and implementing regulations because the
definition of "food" under the FFDCA includes "articles used for
food or drink" and thus includes alcoholic beverages." However,
pursuant to a memorandum of agreement between the FDA and the
Bureau of Alcohol, Tobacco and Firearms (ATF, TTB's predecessor), the TTB is responsible for promulgating and enforcing labeling
regulations for wine, distilled spirits and malt beverages."
On July 7, 2008, the TTB issued a ruling in which it determined
it does not have authority under the FAA Act to regulate the label82. 72 Fed. Reg. 2795, 2802 (Jan. 23, 2007).
83. See FDA, Guidance for Industry: Voluntary Labeling Indicated Whether Foods
Have or Have Not Been Developed Using Bioengineering; Draft Guidance, Jan. 2001,
available at http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/Guid-anceDocuments/FoodLabelingNutrition/ucm059098.htm.
84. 27 U.S.C. § 205(e)-(f) (2001) (the implementing regulations are in 27 C.F.R.
Part 7).
85. 27 U.S.C. § 211(a)(8) (2001); 27 CFR 7.10 (1982).
86. 21 U.S.C. § 321(f) (2006).
87. Memorandum of Understanding Between the Food and Drug Administration and the Bureau of Alcohol, Tobacco, and Firearms, MOU 225-88-2000, III.A
(Nov. 20, 1987), available at http://www.fda.gov/AboutFDA/Partnerships Collaborations/MemorandaofLJnderstandingMOUs/DomesticMOUs/ucm116370.htm.
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ing of beers produced without malted barley and hops." As a result,
beers brewed from malt substitutes, such as rice or corn, are subject
to the FDA's labeling requirements." In response to this ruling, the
FDA issued a draft guidance on the labeling of beers made with
grains other than malted barley and hops in August, 2009." The
guidance essentially reminds producers that all products must comply with the FDA's labeling requirements in 21 C.F.R. Part 101, such
as front of label statements of identity, accurate statements of net
content, common or usual names of ingredients in ingredient labels,
nutrition labeling, the name and place of business of the manufacturer, and mandatory allergen labeling."
Because the TTB has labeling authority under the MOA, the
TTB generally initiates parallel rulemaking proceedings when the
FDA determines a substance "poses a recognized public health problem, and that the ingredient or substance must be identified on a
food product label." 2 As this article has already discussed, the FDA
requires labeling of the eight major food allergens. Somewhat differently from the FDA's rules, the TTB allows for voluntary labeling
of allergens." However, if a company chooses to declare one food
allergen, the TTB requires the product label to declare all food allergens.' In issuing its regulations, the TTB noted that the "vast
88. TTB Rulings 2008-3, Classification of Brewed Products as "Beer" Under the
Internal Revenue Code of 1986 and as "Malt Beverages" Under the Federal Alcohol
Administration Act, July 7, 2008, available at http://www.ttb.gov/ rulings/20083.pdf. TTB does have taxing authority over beer brewed from wheat substitutes,
due to the different definition given to beer in the Internal Revenue Code. Id. at 2-5
(citing 26 U.S.C. §§ 5051, 5052).
89. Id. at 4.
90. FDA GUIDANCE FOR INDUSTRY: LABELING OF CERTAIN BEERS SUBJECT TO THE
LABELING JURISDICTION OF THE FOOD AND DRUG ADMINISTRATION; DRAFr GUIDANCE

(August, 2009), available at http://www.fda.gov/Food/ GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodLabelingNutrition/ucml66239.htm#refs.
91. Id. at § III.
92. Memorandum of Understanding Between the FDA and the ATF, supra note
87, § III.
93. 27 C.F.R. § 4.32a(b) (2009); 5.32a(b); 7.22a(b). TTB does require producers
to disclose sulfites in wine, spirits and malted beverages, FD&C Yellow number 5 in
spirits and malted beverages, and aspartame in malted beverages. 27 C.F.R. §§
4.32(e); 5.32(b)(5); 7.22(b)(4); 5.32(b)(7); 7.22(b)(6); 7.22(b)(7). FD&C Yellow No. 5,
sulfites, and aspartame are not considered food allergens because they do not cause
IgE (Immunoglobulin E)-mediated responses, but they may cause health problems
in certain individuals. Major Food Allergen Labeling for Wines, Distilled Spirits,
and Malt Beverages, 71 Fed. Reg. 42260, 42261 (July 26, 2006) (to be codified at 27
C.F.R. pts. 4, 5, and 7).
94. 27 C.F.R. § 4.32a(b); 5.32a(b); 7.22a(b) (2009).
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majority" of comments in response to proposed allergen labeling
supported mandatory allergen labeling, including a consolidated
comment from several major trade associations representing the
alcoholic beverage industry.' Consequently, the TTB made the voluntary labeling regulations an interim rule," and initiated rulemaking proceedings for mandatory labeling of major allergens." It appears the TTB has not taken further action."
4. Future Allergen Labeling Rules
The proposed rules for gluten-free labeling have a circular nature, as a food that does not have a "contains wheat" label on it logically must be gluten free. This raises the question - why invest
scarce resources in developing a duplicative rule? The obvious answer is because Congress has mandated that the FDA must define a
"gluten-free" label." Moreover, there are many gluten-free products
that attempt to replicate foods that traditionally contain gluten in
order to appeal to people with gluten allergies. Without the "glutenfree" label on the front of the package, these customers may otherwise pass by the product that has been formulated especially to meet
their needs. In addition, the proposed twenty ppm tolerance for
gluten-free labels under the proposed rule expands choices for those
seeking to eliminate gluten from their diet.
Furthermore, the establishment of a tolerance lowers compliance costs for manufacturers by allowing some degree of impurity
while also facilitating trans-Atlantic trade in gluten-free products as
the EU recently amended its gluten-free labeling rule to allow for a
twenty ppm tolerance."
An interesting issue this proposed rule raises is whether the
FDA will in the future propose similar inverse rules for other allergens. Again, the obvious answer is probably not unless directed specifically by Congress. Moreover, terms like "soy-free" and "egg-free"
are not commonly used in the market place. These terms, however,
95. 71 Fed. Reg., supra note 93, at 42262-42263.
96. Id. at 42263.
97. Id. at 42329 (July 26, 2006) (to be codified at 27 C.F.R. pts. 4,5, and 7).
98. See id. The proposed rule has docket number TTB-2007-0045-0001. Id. No
comments (or any other documents) have been posted on line for this docket.
99. FALCPA, supra note 9.
100. See Jefferson Adams, EU Debuts New Standardsfor Foods with Gluten-FreeLabel,
CELIAC, Feb. 6, 2009, available at http://www.celiac.com/articles/21734/1/EUDebuts-New-Standards-for-Foods-with-Gluten-Free-Label /Pagel.html. Commission
Regulation 41/2009, 2009 O.J. (L 16) 3, 4 (EC).
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may become increasingly common as the incidence of allergies continues to rise."' Given this likelihood, it would seem to make the
most sense for the FDA to have clear standards in place before the
rise of a labeling trend, rather than having to develop ad hoc rules
that may run counter to a processor's investment in new product
formulations and accompanying labels. Although Congress did not
direct FDA to develop additional inverse allergen labels, it did not in
any way restrict FDA's authority to issue these rules.
As noted above, however, it is somewhat troubling that the FDA
has not yet finalized this relatively straightforward rule, which does
not alter significantly existing policy, despite the congressional
mandate to complete this process by August 2, 2008. Perhaps the
agency is grappling with the threshold level, which originally garnered criticism from both sides-for setting a tolerance below previous European standards and for not being stringent enough by allowing some level of gluten. The agency may also struggle with the
issue of whether to include oats in the banned grains category as
some commenters submitted studies demonstrating that celiac patients are sensitive to the gluten in oats. "' Regardless of underlying
rationale, the extended delay in developing the gluten-free labeling
rules mirrors that of the lengthy time the agency required to develop rules for cochineal extract and carmine labeling. One hopes
that the agency will improve the speed with which it is able to develop future labeling rules-for the sake of consumers and the regulated industry.

101. A recent report by the CDC reported that the prevalence of food allergies in
children increased 18% between 1997 and 2007, up to 3.9%. AMY M. BRANUM AND
SUSAN

L.

LuKAcs,

CTR. FOR DISEASE

CONTROL, FOOD

ALLERGY AMONG

U.S.

(Oct. 2008), available at
http://www.cdc .gov/nchs/data/databriefs/dblO.pdf. The rise in peanut allergies
is particularly striking, with a 2002 study reporting a nearly two fold increase in
reported peanut allergies between 1989 and 1994-1996. Michael Ruff, Research
Shows Peanut Allergy Increasing in Children, ALLERGY AND ASTHMA ADVOCATE, (Am.
Academy of Allergy, Asthma & Immunology), Winter, 2003, available at
Jane
(citing
http://www.aaaai.org/patients/advocate/2003/winter/jaci.stm
Grundy, Sharon Matthews, Belinda Bateman, Taraneh Dean, & Syed Hasan Arshad,
Rising prevalence of allergy to peanut in children:Datafrom 2 sequential cohorts, 110J. oF
ALLERGY & CLINICAL IMMUNOLOGY, 784-789 (2002)). Food allergies are somewhat
less prevalent in adults, because children often outgrow them. BRANUM ET AL.,
supra. However, some studies show that more than 3% of adults have one or more
food allergies. Hugh A. Sampson, Update on Food Allergy, 113 J. OF ALLERGY &
CLINICAL IMMUNOLOGY 805; 806 (May, 2004).
102. FDA Gluten Free Docket 2005N-0279.
CHILDREN: TRENDS IN PREVALENCE AND HOSPITALIZATIONS,
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III. U.S. AND CANADA COME TO AGREEMENT ON ORGANIC
AGRICULTURE TRADE

As the FDA grapples with finalizing rules for "gluten-free" labels
with a 20 ppm threshold that could facilitate trade with the European Union, developments at FDA's former parent agency, USDA,
have facilitated trade opportunities in the organic sector. On June
17, 2009, the USDA and the Canadian Food Inspection Agency
(CFIA) (the Canadian equivalent of the USDA) finalized an agreement recognizing the equivalency of the other country's organic
certification system.'"3 This is the first agreement of its kind" and
could set precedent for future negotiations with the E.U. to liberalize trade in organic products.
Many view standards as the principal trade barriers in the WTO
era as they have the capacity to impede, as well as facilitate, internaAt the national level, organic food certification stantional trade.'
dards remain controversial and are subject to extensive negotiations,
revisions and even the occasional lawsuit." Stakeholders amplify
these concerns on the international stage as current trade in organic
products often relies upon certification to multiple similar, but not
quite equal, national standards. For example, products certified to
USDA organic standards may not enter the European Union market
under an organic label unless certified to the slightly different E.U.
103. Letter from Karen McIntyre, Executive Director, Agrifood, Meat, Seafood
Safety Directorate, Canada, to Barbara C. Robinson, Deputy Administrator, USDA
Transportation and Marketing Programs, United States (June 17th, 2009); Letter
from Barbara C. Robinson, Deputy Administrator, USDA Transportation and Marketing Programs, United States to Karen McIntyre, Executive Director, Agrifood,
Meat, Seafood Safety Directorate, Canada (June 17, 2009), both available at
http://www.ams.usda.gov/AMSvl.0/ams.fetchTemplateData.do?template=Templat
eN&nav ID=NationalOrganicProgram&page=USCanadaDeterminationofEquivalency&leftNav-NationalOrganicProgram&description=US-Canada%20Determination%
20of%2OEquivalency&acct-nopgeninfo.
104. News Release, USDA, Agriculture Deputy Secretary Merrigan Announces
U.S. - Canada Agreement for Organic Trade Equivalence, June 17, 2009, available at
http://www.ams.usda.gov/AMSvl.0/ams.fetchTemplateData.do?template=TemplateU&navlD=LatestReleases&page=Newsroom&topNav-Newsroom&leftNav--&rig
htNavl=LatestReleases&rightNav2=&resultType=Details&dDocName=STELPRDC5
077526&dlD=1 13862&wf-false&description=Agriculture+Deputy+Secretary+Merrig
an+Announces+U.S.+-+Canada+Agreement+for++Organic+Trade +Equivalence.
105. Department of Commerce., Standards & Competitiveness: Coordinatingfor
Results, Removing StandardsRelated Trade Barriers Through Effective Collaboration,at 1
(2004) available at http://ts.nist.gov/Standards/upload /trade barriers report2.pdf.
106. See, e.g., Harvey v. Veneman, 396 F.3d 28 (1st Cir. 2005).
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standard. To accommodate these variations, farmers and processors
must obtain dual certification, which drives up the cost for all involved. The proliferation of different standard and certification
systems undoubtedly has improved the reliability of the market, but
mutual recognition and equivalency among systems is very limited
and a major obstacle for continued development of the sector.
Prospects for harmonization'o' to a single international organic
production standard are low.' 8 One barrier to reaching agreements
has been the reluctance of the USDA to upset, via international negotiations, the carefully crafted domestic rules that were the result
of ten years of contentious rule making." Equivalence, on the other
hand, is a more workable approach."o The United States' and Canada's successful negotiation demonstrates that it is possible to develop workable trade agreements that facilitate and protect each
country's organic system.
A. The Catalystfor the Agreement

Since 1999, Canada, with the exception of British Columbia and
Quebec, operated under a voluntary national standard for marketing organic food."' This voluntary standard allowed the import of
organic products from the U.S. without the burden of dual certification. As a result, organic trade between the U.S. and Canada has
flourished. Imported goods comprise approximately 80% of organic
107. Harmonization is the adjustment of standards until they are same around
the world. David Livshiz, Updating American Administrative Law: WTO, International
Standards, Domestic Implementation and Public Participation, 24 WiS. INT'L L.J. 961,
968 (2007). In contrast, the International Federal of Organic Agriculture Movements (IFOAM) defines equivalence as "a mechanism to recognize and accept another system by acknowledging that variations between systems uphold the respective systems' objectives." See Diane Bowen, Current Mechanisms that Enable International Trade in Organic Products, 1HARMONIZATION AND EQUIVALENCE IN ORGANIC

AGRICULTURE 25,at 29 (2004). Thus, whereas harmonization makes all the standards the same, equivalency recognizes each country achieves an approximately
equal result through an approximately equal process.
108. International Federation of Organic Agriculture Movements (IFOAM), Summary Report International Task Force on Harmonization and Equivalence in Organic
Agriculture 2003-2008, at 6 (2008) [hereinafter ITF Summary Report].
109. Congress passed the Organic Foods Production Act in 1990. Pub. L. No.
101-624, 104 Stat. 3935 (codified as amended at 7 U.S.C. § 6501 to 6522 (1990)).
However, the agency was unable to produce a final rule until 2000. 65 Fed. Reg.
80547 (Dec. 21, 2000).
110. ITF Summary Report, supra note 108, at 6.
111. Matthew Holmes, Canada, THE WORLD OF ORGANIC AGRICULTURE: STATISTICS
& EMERGING TRENDS 2008, at 202 (2008).
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sales in Canada, with the U.S., by far, the largest supplier."2 Canada
exports 80% of its own organic production (especially organic
wheat, flax and soybeans), with 40% destined for the U.S."' Likewise, in 2002 the ERS estimated that the U.S. imported between $1
and 1.5 billion in organic products, with Canada as one of its primary suppliers."' At that time, U.S. retail organic sales were worth
$8.6 billion."' ERS estimates that sales in 2008 were $21.1 billion."'
In September 2006, the Canadian Food Inspection Agency
(CFIA) (the Canadian equivalent of the USDA) proposed draft Organic Production Regulations to establish a mandatory regime similar to USDA's National Organic Program (NOP)."' Because the Canadian standards differ from the USDA NOP on a few key aspects
(antibiotics in dairy cattle, sodium nitrate, animal stocking rates, and
sources of off-farm manure), U.S. producers would be shut out of
the Canadian market and processors would lose access to essential
Canadian-produced raw materials unless the respective operations
obtained dual (USDA and CFIA) certification as of June 30, 2009the regulation's effective date."'
In anticipation of conflicting international standards, Congress
authorized the Secretary of the USDA to recognize foreign organic
regimes as "equivalent" to the USDA standard and thus avoid the
need for dual certification."' On June 17, 2009, the United States
and Canada signed an equivalency agreement recognizing each nation's organic regime, with a few technical exceptions."' This
agreement, signed less than two weeks before implementation of the
Canadian program, eliminated the need for dual certification and
112. Id. at 201. See also USDA Foreign Agricultural Service, Canada: Organics
Annual, Gain Report No. CA9039, at 13 (July 13, 2009) (noting the U.S. supplies
74% of organic products consumed in Canada).
113. Barbara Haumann, North America, THE WORLD OF ORGANIC AGRICULTURE:
STATISTICS & EMERGING TRENDS 2005, at 175 (2005).
114. USDA, ERS, Organic Agriculture: Organic Trade Briefing, available at
http://www.ers.usda.gov/Briefing/ Organic/Trade.htm.
115. Id.
116. CAROLYN DIMITRI AND LYDIA OBERHOLTZER, USDA ECONOMIC RESEARCH
SERVICE,

MARKETING

U.S.

ORGANIC

FOODS:

RECENT

TRENDS

FROM

FARMS TO

1 (Sept. 2009, available at http://www.ers.usda. gov/Publications/EIB58/EIB58.pdf.
117. Organic Products Regulation, Canada Gazette, Part I, Vol. 140, No. 35, pp.
2502-2514, (September 2, 2006).
118. SOR/2009-176, Canada Gazette, Part II, Vol. 143, No. 13, pp. 1018-1050,
(June 24, 2009).
119. 7 U.S.C. § 6505(b) (2006).
120. See Letters between Barbara Robinson and Karen McIntyre, supra note 103.
CONSUMERS,
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should facilitate the continued growth of the organic market in
North America. Moreover, the willingness of both countries to recognize that the different regimes perform substantially the same
function, in substantially the same way, with substantially the same
result, may bode well for reviving long-stalled negotiations with the
E.U. for access the its large organic market.
B. The OrganicRegulatory Systems in the United States and Canada
This section will detail the U.S. and Canadian systems, discuss
how the agreement handles differences between the two regimes,
and suggest ways this agreement may impact other areas of international trade in organics.
1. The United States Organic Regulatory System
The Organic Foods Production Act (OFPA), enacted at Title
XXI of the 1990 Farm Bill,"' established national standards governing the marketing of organic products in the United States."' The
United States National Organic Program (NOP) is under the purview of the USDA's Agricultural Marketing Service (AMS)."' The
government officially considers "organic" a process certification to
enhance the marketing of agricultural products, not an endorsement of the organic system's impact on the environment or the nutritional value or safety of the organic food product.'
The NOP consists of two distinct parts: (1) the establishment
and administration of national production, handling (processing)
and labeling standards for organic agricultural products, and (2) the
accreditation of third-party certifying agents who inspect organic

121. Organic Foods Production Act, Pub. L. No. 101-624, 104 Stat. 3935 (codified
as amended at 7 U.S.C. § 6501-6522 (1990)).
122. Id.
123. See 7 C.F.R. Part 205 (2009) (implementing Pub. L. No. 101-624, 104 Stat.
3935 and codified as amended at 7 U.S.C. §§ 6501- 6522 (1990)).
124. See National Organic Program, Final Rule, 65 Fed. Reg 80548 (Dec. 21, 2000)
(to be codified at 7 C.F.R. §205) (stating that "OFPA was designed to certify a process for informational marketing purposes" and that "certification is a process claim,
not a product claim, and, as such, cannot be used to differentiate organic from
nonorganic commodities with regard to food safety..the [organic] seal does not
convey a message of food safety or more nutritional value.").
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production and handling operations and certify the operation meets
minimum USDA standards.'"
Organic Certification in the United States consists of three interrelated steps: (1) development of an organic systems plan, (2) use
of only approved substances/practices, and (3) verification through
inspections.'2 ' Requirements of organic systems plans vary by production activity (e.g., crops, livestock, processing) and are subject to
mandatory third party verification. For example, organic crop production requires a three-year transition in which farmers must follow organic production practices and avoid application of prohibited substances. In addition, operations must establish buffer zones,
develop plans to control soil erosion and maintain or improve soil
conditions; and implement crop rotations.'2 1 Organic livestock production requires 100% organic feed and has specific rules relating to
livestock origin and the use of synthetic vitamins and trace minerals.
In addition, rules prohibit synthetic hormones, growth promoters,
2
and antibiotics.'"
Animal confinement strategies must accommodate the health and natural behavior of the animal.'2 Rules for organic handling/processing emphasize segregation and organic pest
management, among other items.'

125. See Agricultural Marketing Services, National Organic Program, Program Overview, USDA, http://www.ams. usda.gov/AMSv1.0/ams.fetchTemplateData.do?template=TemplateA&navlD=NationalOrganicProgram&leftNav-NationalOrganicProgr
am&page=NOPNationalOrganicProgramHome&acctAMSPW (last visited Nov. 20,
2009).
126. For a more extensive discussion, see Harrison Pittman, A Legal Guide to the
National Organic Program, National Agricultural Law Center (Jan. 2006) available at
http://www.NationalAgLawCenter.org and Stephanie Jillian, Federal Regulation of
Organic Food: A Research Guide for Legal Practitionersand Food Industry Professionals,
National Agricultural Law Center (Mar. 2004) available at http://
www.NationalAgLawCenter.org.
127. 7 C.F.R. §§ 205.202-205 (2009).
128. 7 C.F.R. §§ 205.237-238 (2009).
129. 7 C.F.R. § 205.239 (2009). For a discussion of animal welfare requirements
of the NOP, see A. Bryan Endres, An Awkward Adolescence in the Organics Industry:
Coming to Terms with Big Organic and Other Legal Challengesfor the Industry's Next Ten
Years, 12 DRAKEJ. AGRIC. L. 17, 46 (2007); Chad M. Kruse, Comment, The Not-SoOrganic Dairy Regulations of the Organic Food Production Act of 1990, 30 S. ILL. U.L.J.
501, 509 (2006); Michelle T. Friedland, You call That Organic? The USDA's Misleading Food Regulations, 13 N.Y.U. ENvTL. L.J. 379, 389 (2005).
130. See generally 7 C.F.R. Part 205 (2009). Although not required, retail operations may seek certification. To maintain organic integrity, certified organic retail
operations must prevent commingling, ensure proper product labeling, maintain
records and use proper pest management practices. See e.g., Organic Consumers
Association, "Certified OrganicRetailers" Must Follow Strict Food Handling Guidelines to
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At the retail level, organic product labeling consists of three
categories: (1) "100% Organic"; (2) "Organic"; and (3) "Made with
Organic" ingredients. The "100% Organic" claim requires use of
100% organic ingredients, including processing aids.'"' Products using the "Organic" claim must conform 95% organic agricultural ingredients with the remaining 5% comprised of items from the National List.'3 2 Both the "100% Organic" and "Organic" claims may
use the USDA organic seal.'" The "Made with Organic" claim may
be used for products comprised of between 95% and 70% organic
agricultural ingredients and may state the organic ingredients on the
Principal Display Panel (the front of the package).'3 ' These packages
may not, however, use the USDA organic seal.' Items comprised of
less than 70% organic agricultural ingredients may not use the term
"organic," but may list the organic ingredients in the ingredients
list. '

2. The Canadian Organic Regulatory System
Although the provinces of British Columbia and Quebec have
provincial organic regulations, the balance of Canada operated under a voluntary national standard for marketing organic food from
1999 until December 2006."3 Under authority of Section 32 of the
Canada Agricultural Products Act (CAPA),"' the Canadian Food
Inspection Agency (CFIA) published proposed organic regulations
on September 2, 2006."3 After a seventy five-day comment period,
the CFIA published the Organic Product Regulations in Part II of
the Canada Gazette on December 14, 2006.40 CFIA subsequently

Keep Organics Separatefrom Conventional Products, CNBC, June 29, 2007, available at
http://www.organicconsumers.org/articles/article-5885. cfm.
131. 7 C.F.R. § 205.303 (2009).
132. The "National List" is a list of allowed and prohibited substances in organic
food processing. Organic Production Systems Permitted Substances Lists. See generally CAN/CGSB-32.311-2006.
133. Id.
134. 7 C.F.R. § 205.304 (2009).
135. Id.
136. 7 C.F.R. § 205.305 (2009).
137. Holmes, supra note 111, at 202.
138. Canada Agricultural Products Act, 1985 R.S., ch. 20 (4th Supp.) (1985).
139. Canada Gazette, supra note 117, at 2502, (September 2, 2006).
140. SOR/2006-338, Canada Gazette Part II, Vol. 140, No. 6 (Dec. 21, 2006).
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proposed a slightly revised set of regulations on February 14, 2009,"'
adopting them as final on June 24, 2009."
CFIA serves as the competent authority for the newly developed Canada Organic Regime (COR). In conjunction with the Organic Product Regulations, the Organic Production Systems General
Principles and Management Standards (Standard)14 and the Organic
Production Systems Permitted Substances Lists (PSL)14 form the
COR's operational basis."5 A fourth document of the COR, the
Quality Management System Manual, published by CFIA, outlines
the organizational and enforcement responsibilities of the CFIA's
Organic Office (COO)-the day to day manager of the COR."'
Under the COR, the CFIA enters into agreements with Conformity Verification Bodies (CVBs) to recommend the accreditation
4
CBs, in turn, inspect
of organic system Certification Bodies (CBs)."'
and assess the practices of organic production."' CBs will then "certify" operations and products meeting COR requirements."' A brief
summary of key details of the COR follows.

141. Canada Gazette, Part I, Vol. 143, No. 7, at 343, (February 14, 2009).
142. Organic Products Regulations SOR/2009-176, Canada Gazette, supra note 118
[hereinafter Organic Products Regulation].
143. Organic Production Systems General Principles and Management Standards,
CAN/CGSB-32.310-2006 [hereinafter Organic Production Standards].
144. Organic Production Systems Permitted Substances List, CAN/CGSB-32.3112006 [hereinafter PSL List].
145. A separate government entity within Public Works and Government Services
Canada, the Canadian General Standards Board (CGSB), rather than CFIA, developed the Standard and PSL, with the assistance of the organic industry. "Standards
committees are composed of representatives of relevant interests, including producers, consumers and other uses, retailers, governments, educational institutions,
technical, professional and trade societies, and research and testing organizations.
Any given standard is developed on the consensus of views expressed by such representatives." Id. Of course, the PSL and Standard must comply with the CFIA
Organic Products Regulation. SOR/2006-338, at 7.
146. Canadian Food Inspection Agency, Canada Organic Regime: Quality Managehttps://wwwl33.ssldomain.com/
at
available
Manual,
ment
System
cog/documents/QMS.en.pdf.
147. Canada Gazette, supra note
AGENCY, supra note 146, at 43.

118. See also CANADIAN

FOOD INSPECTION

148. The Quality Management System Manual defines "Organic Production" as
"the use of organic production methods on farm holding, as well as activities involved in the further processing, packaging and labelling of a product, in compliance with the objectives, principles and rules established in the Organic Products
Regulations." Id. at 43.
149. Organic Products Regulations, supra note 142, § 13.
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a. General Pinciples/OrganicPractices
As a "holistic system designed to optimize productivity and fitness of diverse communities within the agroecosystem," operators
must select organic management methods to "restore and then sustain ecological stability within the enterprise and the surrounding
environment," maintain and enhance soil fertility, manage weeds,
pests and diseases with biological and mechanical control methods,
and select appropriate crop rotations to manage nutrient cycling
and the promotion of biological diversity."' In addition, organic
producers must provide livestock with organic feed and living conditions appropriate to their behavioral requirements to "minimize
stress, promote good health and prevent disease." 5'
The standard specifically disclaims any claims regarding the
health, safety or nutrition of organic products.'
Moreover, the
standards note that there is no assurance that organic products are
free of residues of prohibited substances because the source may be
beyond the operator's control.'
To ensure organic integrity, the COR, via the PSL, promulgated
a list of substances permitted in organic production and processing
systems.'" The PSL is a "positive" list, meaning it includes only the
items that may be used, thereby excluding all other substances. In
contrast, the NOP's National List is, in most part, a "negative" list,
such that all "non-synthetic" substances are eligible for use in organic production or processing unless specifically excluded via their
inclusion on the National List.'
b. Crop ProductionStandards
The Standard outlines organic crop production practices in
four primary areas: land and environmental requirements; "' seeds

150. Organic Production Standards, supra note 143, at iii.
151. Id. at iv.
152. Id. at iii.
153. Id. at iv.
154. PSL list, supra note 144, §§ 5-6.
155. Caren Wilcox & Matthew Holmes, Presentation at All Things Organic:
Equivalency, in, Chicago, Ill. (Apr. 29, 2008) (copy of presentation on file with the
author). One part of the National List is "positive." The NOP prohibits all synthetics unless specifically listed on the National List.
156. Organic Production Standards, supra note 143, §§ 5.1-5.2.
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and planting stock;'17 soil fertility, nutrient and manure management;" and crop pest, disease and weed management.'"
i. Land and EnvironmentalRequirements
Transitioning to organic production requires application of organic principles for at least twenty four months prior to the sowing
of an annual crop." In the case of perennials, the operator must
follow organic principles for at least thirty six months before the
first harvest of "organic" products."' Depending upon previous land
use, the CB may extend or shorten the transition period.'" In all
instances, the enterprise seeking certification must be under the
supervision and verification of a CB for at least the last twelve
months of transition.' The Standards do allow split operations (organic and non-organic production systems within the same enterprise), but prohibit parallel production (production of indistinguishable organic and non-organic crops, such as organic and conventional maize)."
The organic enterprise must take steps to minimize risk from
adjacent operations (e.g., spray drift or exposure to unauthorized
substances)."' If buffer zones are required, crops grown in the
buffer area are non-organic.'" In addition, operators must control
soil erosion via good management practices.'"
ii. Seed and PlantingStock
Operations must use organic seed, and other propagates, produced in accordance with the Standard.'
If an organic version is
not commercially available, the CB may authorize the use of nonorganic, untreated seed. 6 9

157.
158.
159.
160.
161.
162.

Id. § 5.3.
Id. §§ 5.4-5.5.
Id. § 5.6.
Id. § 5.1.1.
Id. § 5.1.1.
Id. § 5.1.2.

163. Id. §5.1.1-5.1.4.
164.
165.
166.
167.
168.
169.

Id. § 5.1.5.
Id. § 5.21..
Id. § 5.1.8.
Id. § 5.2.2.
Id. § 5.3.1.
Id. § 5.3.2.1.
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iii. Soil Fertility,Nutrient and Manure Management
The object of this section of the Standard is to maintain or increase soil quality.o Methods include, where appropriate, crop rotations and incorporation of plant and animal matter from organic
production activities.'' The source of the organic matter ideally is
from the same enterprise, but may, in some circumstances, be supplemented with off-farm organic and non-organic nutrient sources."
Operators applying manure must first use all available on-farm manure, and only then may use manure from other organic operations
(off-farm).'
When a sufficient quantity of organic manure is not
available, non-organic sourced manure may be used if the nonorganic operation is not fully caged/restricted movement or a landdetached livestock operation (e.g., feedlots)." The CB, however,
must approve the specific source.'
iv. Crop Pest, Disease and Weed Management
Organic management practices include cultural practices, such
as rotations, establishing a balanced ecosystem, resistant varieties,
and mechanical techniques, such as sanitation, cultivation, traps,
mulches, grazing.' Operators may use biological or botanical substances from the PSL, so long as documented in the organic plan.'
Special production requirements also exist for apiculture,"
maple products,'7 mushrooms, sprouts,"' greenhouse crops,' and
wild crops.'

170.
171.
172.
173.
174.
175.
176.
177.
178.
179.
180.
181.
182.
183.

Id. § 5.4.1.
Id. § 5.4.2.
Id. § 5.4.5.
Id. § 5.6.1.
Id.
Id. §5.5.1.
Id. §5.6.1.
Id. § 5.6.2. For a list of substances, see PSL List, supra note 144.
Organic Production Standards, supra note 143, § 7.1.
Id. § 7.2.
Id. § 7.3.
Id. § 7.4.
Id. § 7.5
Id. § 7.6.
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c. Livestock Production Standards
Animals must be fed a 100 percent organic feed ration to meet
their breed specific nutritional requirements.'" In the event of an
emergency, the CB, upon written request, may approve an exemption from the 100 percent organic feed standard."' Operators may
only use specific feed additives listed on the PSL.
Herbivores must have access to pasture and all other animals
must have access to open air runs.'" The Standard prohibits the use
of poultry or rabbit cages." Organic livestock may be subject to
temporary confinement during inclement weather, the animal's
stage of production, when the health of the animal could be jeopardized, or to prevent risks relating to soil, water or plant quality.'"
Stocking rates should account for climatic variations and feed production capacity.'" Although not banned, operations should "progressively eliminate" the use of chemical allopathic veterinary drugs,
including antibiotics."'
Livestock origin is subject to particular rules and exceptions. In
brief, animals used for meat must be the offspring of parents raised
under organic conditions and animals used for milk production
must be under continuous organic management for at least one
year.'" Separate rules govern the transitioning of an entire dairy
herd to organic production.'

d. Labeling
Only products comprised of more than seventy percent organic
ingredients are eligible for organic certification." Products containing less than seventy percent organic agricultural ingredients may
not make any organic claims except identification of any organic
Use of the govingredients in the product's list of ingredients.'
184. Id. § 6.4.1.
185. Id.
186. Id. § 6.4.4.
187. Id. § 6.1.3.
188. Id. § 6.8.
189. Id. §§ 6.8.3-6.8.6.
190. Id. § 6.1.4.
191. Id. § 6.1.5.
192. Id. § 6.2.2.
193. Id. § 6.3.1.
194. Id. § 10.7.4.
195. Organic Products Regulation, supra note 142, § 24; Organic Production
Standards, supra note 143, § 10.9.
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ernment's "Canada Organic Regime/R6gime Bio-Canada" logo is
allowed on multi-ingredient organic products comprised of at least
ninety five percent organic products." The remaining five percent
of the total ingredients may be non-organic so long as they are not
commercially available in organic form.'" Multi-ingredient products
comprised of between seventy and ninety five percent organic products must state the "%organic products" on the product's principal
display panel'" and may not use the COR logo.'"
C. The Agreement Between the United States and Canada
Officials from the United States and Canada executed an
equivalency agreement on June 17, 2009.'" The exchange of letters
recognizing the equivalence of the U.S. and Canadian organic regimes allows the importation and sale of products certified according to either the U.S. or Canadian program into both countries using either the USDA or COR organic logo."' In general, this means
that producers certified under one agency's program do not need to
obtain costly certification under the other regime in order to export
their products, which should facilitate trade between the two countries.
Some trading obstacles, however, remain. Although the organic systems are equivalent, U.S. and Canadian organic labeling
laws are not. The USDA, but not CRIA, authorizes a 100% organic
label."' Products offered for sale in Canada comprised of between
ninety five and seventy percent organic content must state the total
organic percentage on the product. In contrast, the U.S. label
196. Organic Products Regulation, supra note 142, § 23(1), (2).
197. Organic Production Standards, supra note 143, § 10.7.1(b).
198. Organic Products Regulation, supra note 142, § 24(2)(a).
199. Id. §§ 23(1), (2). The form of the Canada Organic logo is under revision and
is expected to be released along with the revised regulations in the near future.
200. Letter from Karen McIntyre, Executive Director, Agrifood, Meat, Seafood
Safety Directorate, Canada, to Barbara C. Robinson, Deputy Administrator, USDA
Transportation and Marketing Programs, United States (June 17th, 2009); Letter
from Barbara C. Robinson, Deputy Administrator, USDA Transportation and Marketing Programs, United States to Karen McIntyre, Executive Director, Agrifood,
Meat, Seafood Safety Directorate, Canada (June 17, 2009), available at
http://www.ams.usda.gov/AMSvl.0/ams.fetchTemplateData.do?template=Templat
eN&navlD=NationalOrganicProgram&page=USCanadaDeterminationofEquivalency
&leftNav-NationalOrganicProgram&description=US-Canada%20Determination%20
ofo20Equivalency&acct-nopgeninfo.
201. Id.
202. Id.
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would only state "made with [organic ingredient specified]."2 o' Even
if the agreements had allowed for equivalent organic labeling, federal and regional nutrition labeling and language requirements
would still differ.2' To resolve food labeling differences, the CFIA
would need to negotiate an equivalency agreement with the U.S.
Food and Drug Administration, which it has not done.
Although the agreement generally recognizes each program as
equivalent, each country has imposed some conditions and exceptions. Satisfying these requirements will impose some additional
documentation obligations for producers wishing to export their
product, but the burden is relatively minimal compared to requiring
dual certification.
1. Conditions
The conditions, which are the same for both nations, require
each agency to notify the other of any changes in competent authority and certifying agents, proposed changes in legislation or rulemaking that would affect the organic programs, and instance of significant non-compliance of a product with the organic certification
0 o Both countries also require, with advance notice, authorprogram."
ity to conduct on-site evaluations of certifying agents to verify conformity with standards."*
2. Exceptions
a. American Exception
The USDA has imposed only one exception on permitting Canadian products to enter the US market as "organic"-no agricultural products derived from animals treated with antibiotics.0 7

203. Press Release, Canadian Food Inspection Agency, US-Canada Agreement http://www.ota.com/pics/
available at
Industry,
to
Messages
Key
documents/COO-Key-messagesCanada US.pdf.
204. For instance, in Canada all mandatory labeling information must appear in
both French and English.. See CFIA, Guide to Food Labeling and Advertising § 2.4,
ch2e.shtml
available at http-//www.inspection.gc.ca/english/fssa/labeti/guide/
#a2_4.
205. Letter from Barbara C. Robinson to Karen McIntyre, supra note 200, at Appendix 1.
206. Id.
207. Id.
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b. CanadianExceptions
The Canadian government has imposed three exceptions on
what USDA organic products can be marketed as organic in Canada.
The first is that products produced with the use of sodium nitrate
shall not be sold or marketed as organic in Canada. In a letter to
the Accredited Certifiers Association (ACA), Barbara Robinson, the
NOP Deputy Administrator, explained that to satisfy this requirement "[fields do not have to undergo a three-year transition to
meet this requirement."20 Farmers must designate fields free from
the application of sodium nitrate and amend the organic plan to
reflect this restriction."
Second, agricultural products produced by hydroponic or aeroponic production methods do not qualify under the Canadian rule
and may not be sold or marketed as organic in Canada. As this is an
absolute prohibition on a production method, producers can do
little to adjust in order to export to Canada.
The final exception relates to animal density/welfare. Agricultural products derived from animals must be produced according to
livestock stocking rates as set out in CAN /CGSB32.310-2006
(amended October 2008). As Deputy Administrator Robinson explained in her letter to ACA, this will require organic certifiers to
"document and collect livestock density ratios for all operations certified for livestock, poultry, and eggs. Data required are animal
units per acre or per square foot (for swine and poultry) for all certified operations..tt]his does not apply to processed products."21 o
D. Implications of the Agreement
1. E.U. Negotiations
Although the ease of trade with Canada is a boon to U.S. producers, the other potentially profitable, and currently difficult to
access, market is Europe. In 2006, Europeans spent 14.3 billion Eu-

208. Id.
209. Letter from Barbara C. Robinson, Acting Director, National Organic Program Deputy Administrator, Transportation & Marketing Programs, USDA-AMS to
all USDA-ACAs re. U.S.-Canada Determination of Equivalency (July 1, 2009), available at http://www.ams.usda.gov/AMSv1.0/getfile?dDocName-STELPRDC50778
59&acct=nopgeninfo.
210. Id.
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ros (18.1 billion U.S. dollars)211 on organic foods.2 1 2 In contrast, the
U.S. spent 17.7 billion U.S. dollars'13 and Canada spent one billion
Canadian dollars (1.13 billion U.S. dollars). 2H,2 Like the U.S. and
Canada, which both saw over twenty percent growth in 2006,
European countries experienced up to thirty-three percent growth
in the market at the same time.1 Even if growth in the European
market has waned during the current recession, it still represents a
vast source of potential sales for U.S. producers. Furthermore, the
rapid growth in demand resulted in supply shortages in many European countries." U.S. production could help alleviate these shortages and smooth out the resultant price spikes that create a false
impression that organics are prohibitively expensive.
Both the U.S. and the E.U. stand to benefit from an equivalency
agreement that would ease trade barriers. Nonetheless, negotiations
have been unsuccessful thus far. Because the U.S.-Canada agreement establishes a precedent for how countries can accommodate
other's systems, while still protecting the interests of their domestic
industries, it could help further negotiations between the U.S. and
E.U. Furthermore, through the use of specialized tariff codes, Canada tracks the imports of selected organic products.' This recordkeeping will provide valuable statistics on the growth of trade in organics and hopefully demonstrate the success of the agreement in
furthering industry growth.
2. Implications for US & Canada Imports from Other Countries
This agreement may have collateral benefits for producers in
other countries. Because the USDA's program has been in effect for
ten years, there has been sufficient time for USDA accredited certi211. See Foreign Exchange Rates (Annual); http://www.federalreserve.gov/ releases/g5a/20070103/ (last visited Nov. 22, 2009).
212. Padel, Susanne et al, The EuropeanMarket for Organic Food in THE WORLD OF
ORGANIC AGRICULTURE: STATISTICS AND EMERGING TRENDS 2008, at 131 (2008).
213. Haumann, Barbara, The United States in THE WORLD OF ORGANIC
AGRICULTURE: STATISTICS AND EMERGING TRENDS 2008, at 192 (2008).
214. http://www.federalreserve.gov/releases/g5a/20070103/ (last visited April
1, 2010).
215. Holmes, supra note 111, at 201.
216. Haumann, supra note 213, at 192; Holmes supra note 111, at 201.
217. Padel, supra note 212, at 143.
218. Id.
219. Certified Organic Commodity Harmonized Import Codes, http://www4.
agr.gc.ca/AAFC-AAC/display-afficher. do?id=1199997881628&lang=eng (last visited Nov. 23, 2009).
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fying agents to develop networks in other countries that produce
products with high U.S. demand, such as organic coffee. Under the
U.S.-Canada agreement, a USDA accredited certifying agent in a
third country could certify a producer's product to the USDA standard, which could then facilitate importation not only to the U.S.,
but also to the Canadian market, bearing either the USDA or COR
organic logo.22 o Presumably, as Canada's organic program expands,
its certifying agents could do the same. Eventually, this may expand
American access to important new supply channels. In the long run,
the facilitation of global trade in organic products may create momentum for eventual harmonization of international standards for
organic certification.
IV. LITIGATION

Four interesting food-related cases warrant discussion in this
version of the Update-two involving allegations of misbranding, one
resolving a question of the role of state unfair competition claims
within the context of the national organic program, and one relating
to the intersection of food safety regulations and the takings clause
of the Fifth Amendment. A brief discussion of each case follows.
A. Sugawara v. Pepsico, Inc."'
Plaintiff Janine Sugawara initiated a putative class action against
defendant Pepsico, the parent company of The Quaker Oats Company, alleging various claims for misrepresentation and breach of
warranty under California law in the sale of its Cap'n Crunch with
Crunchberries cereal." Sugawara contended that the pictures of
crunchberries, combined with the word "berry" in the product name
implies that the product is "not all sugar and starch, but contains
redeeming fruit," when in reality the product contains no berries of
any kind and the only fruit listed as an ingredient is strawberry fruit

220. U.S.-Canada Determination of Equivalence, Questions and Answers, available
at http://www.ams.usda.gov/AMS v1.0/getfile?dDocName=STELPRDC5077525
&acct=nopgeninfo.
221. Sugawara v. Pepsico, Inc., 2009 WL 1439115 (E.D. Cal., May 21, 2009).
222. Specifically, plaintiff alleged intentional misrepresentation, breach of express
warranty, and breach of implied warranty under the California Business & Professions Code and a violation of the Consumer Legal Remedies Action, under the
California Civil Code. Id. at 1.
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concentrate." This marketing of the product allegedly was deceptive and likely to mislead and deceive a reasonable consumer."
The court granted the defendant's motion to dismiss the lawsuit
22
In reaching its result, the
without leave to amend the compliant."
court noted that it is not aware of any actual fruit referred to as a
"crunchberry" and, more importantly, the fanciful crunchberry depicted on the principal display panel as "round, crunchy, brightlycolored cereal balls" included the phrases "sweetened corn & oat
cereal" and "enlarged to show texture."2 A reasonable consumer,
according to the court, could not be deceived into believing the
"Cap'n Crunch with Crunchberries" cereal contains a fruit that does
not exist."' Moreover, plaintiff acknowledged that upon closer inspection the "crunchberries" on the principal display panel of the
cereal box are not really berries.22 ' Accordingly, the court held that
plaintiff could not establish that a consumer would justifiably rely on
the crunchberry depictions to reach a conclusion that the product
actually contained fruit.22"
The court also noted that the Central District of California previously had dismissed a similar claim brought by the plaintiffs attorneys alleging the packaging of Fruit Loops cereal was deceptive.so
With consecutive losses, perhaps this will be end of these unfruitful
claims against cereal manufacturers.
B. United States v. Farinella'"
In the Farinella case, the Court of Appeals for the Seventh Circuit explored the difference between "best buy" and "sell by" dates
on a product within the context of a criminal conviction. The underlying facts of the case are as follows. ACH Foods purchased
from Unilever (the manufacturer) a substantial quantity of salad
dressing nearing the end of the "best when purchased by" date."
ACH sold 1.6 million bottles of the salad dressing to the defendant,
Farinella, who subsequently pasted a new label on the bottle that
223.
224.
225.
226.
227.
228.
229.
230.
231.
232.

Id. at 1.
Id. at 1.
Id. at 5.
Sagawara,supra note 221, at 3.
Id. at 3.
Id. at 3.
Id. at 3.
Id. at 3 (citing McKinnis v. Kellogg USA, 2007 WL 4766060 (C.D. Cal. 2007)).
United States v. Farinella,558 F.3d 695 (7th Cir. 2009).
Id. at 697.
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extended the "best when purchased by" date approximately one
year.2 " The trial court convicted Farinella of wire fraud and introducing into interstate commerce a misbranded food with intent to
fraud or mislead.
The Federal Food, Drug, and Cosmetic Act provides that a food
is misbranded if it is "false or misleading in any particular."" Accordingly, a false or misleading "best when purchased by" label
could trigger a finding of misbranding. The statute and implementing regulations, however, are silent with respect to "best when purchased by" labeling statements. 23 ' At trial, the parties presented no
evidence that "best when purchased by" has a uniform meaning in
the trade.3 ' Nor did the parties present any case-civil, criminal or
administrative-in which a tribunal found unlawful an alteration of a
"best when purchased by" date.2 " The court speculated that given
the ambiguity as to when the taste of a product may decline, anyone
in the production and distribution chain could make a judgment as
to when the product is "best" and label accordingly.' This is in contrast to a labeling indicating a "sell by" or "expires on" date, the
commonly understood meaning of which is that one should not consume the product after the date for safety reasons. 240
The allegedly misbranded salad dressing, however, is "shelf stable," has no expiration date, and "so far as appears . . . is edible a
decade or more after it is manufactured." 4 ' The prosecutor, however, incorrectly attempted to redefine the term "best when purchased by" as equivalent to "sell by" or "expires on" date, for a
product that does not expire.2 A conviction for fraudulent misrepresentation requires the jury to receive evidence of the meaning of
the representation (i.e., what is meant by "best when purchased by"),
which the government failed to provide." Accordingly, the gov-

233. Id.
234. Id. at 696-97.
235. 21 U.S.C. § 343(a)(1).
236. Farinella,558 F.3d at 698. The court noted that an FDA employee testified
in an incoherent manner when he stated that he did not know the agency's position
with respect to "best when purchased by" dates and that he did not know what a
"best when purchased by" date meant. Id. at 700.
237. Id. at 698.
238. Id.
239. Id.
240. Farinella,558 F.3d at 697.
241. Id. at 698.
242. Id. at 701.
243. Id. at 700.
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ernment failed to provide sufficient evidence of misbranding, entitling the defendant to an acquittal."'
C. In re Aurora Organic Dairy Corp. OrganicMilk Marketing and
Sales PracticesLitigation15
The Spring 2008 version of this Update analyzed the current debate regarding the amount of pasture required for organic livestock
Included in that discussion was a description of the
and dairy.
USDA's consent agreement with Aurora Organic Dairy Corp.
(Aurora) to decertify one of its eight dairy operations and to deSevvelop an amended organic systems plan for a second facility.
eral consumers filed class action lawsuits against Aurora alleging
that the company "mislead them into believing that the milk they
were purchasing was "organic" or "USDA Organic," when the milk
failed to meet organic standards," and thus violated, inter alia, sev248
eral state consumer protection laws.
The Judicial Panel on Multidistrict Litigation consolidated the
lawsuits in the Eastern District of Missouri and the court directed
Defendants subseplaintiffs to file a consolidated compliant.2
quently filed, inter alia, motions to dismiss, which the court granted
with prejudice. 2 0 A brief discussion of the court's preemption analysis leading to dismissal follows.
Plaintiffs challenged the organic nature of Aurora's milk. Specifically, plaintiffs alleged that the milk produced by Aurora did not
meet the standards for organic production established by the USDA
under the National Organic Program25 ' and that it should not have
been labeled as organic.2 12 As a result of the purported organic la-

244. Id.
245. In re Aurora Organic Dairy Corp. Organic Milk Marketing and Sales Practices
Litigation, 2009 WL 1576928 (E.D. Mo. June 3, 2009).
246. A. Bryan Endres, United States Food Law Update: Food Safety Planning,Attribute
Labeling, and the IrradiationDebate, 4J. FOOD L. & POL'Y 129, 143-146 (2008).
247. Id. at 145.
248. In re Aurora OrganicDairy Corp., 2009 WL 1576928 at 2.
249. Id.
250. Id. at 13.
251. The National Organic Program, 7 C.F.R. Part 205, implements the Organic
Foods Production Act, 7 U.S.C. §6501 et seq. Specifically, plaintiffs allege that
Aurora failed to provide the animals appropriate housing, pasture conditions, access to pasture, bedding and feed rations complaint with organic standards. In re
Aurora OrganicDairy Corp., 2009 WL 1576928 at 8.
252. In re Aurora Organic Dairy Corp., 2009 WL 1576928 at 4.
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bel, plaintiffs argue they paid more for the milk than they otherwise
would have."
The problem with plaintiffs' argument is that during the time in
question Aurora's farms and processing plant held an organic certification from co-defendant Quality Assurance International, Inc.
(QAI).2' The USDA had accredited QAI as an organic certifying
agent.5 Because Aurora's products held the proper organic certification under the federal regulations, plaintiffs' state law claims
would require the court to disregard the certification issued at the
federal level.
Although "[c]onsumer protection is quintessentially a 'field
which the states have traditionally occupied"'2 " and the Organic
Foods Production Act does not expressly preempt state organic programs,2 " allowing the state claims to proceed could result in states
creating state-level organic programs different from the federal standard (i.e., plaintiffs could apply state laws to prohibit certified organic producers from using the federally-authorized organic seals
and statements)." To allow the states to deviate, by way of consumer protection claims, from the national standard is in direct conflict with Congress' objective of creating a single, consistent national
standard and facilitating interstate commerce.2 " Accordingly, the
court found the plaintiffs' claims preempted under the doctrine of
conflict preemption.
Moving forward, this case presents a problem for stakeholders
seeking to maintain the integrity of the national organic program.'

253. Id.
254. Id. at 4, 9. The Colorado Department of Agriculture also served as an organic certifier for some of Aurora's operations in Colorado. Id. at 3.
255. Id. at 3.
256. Id. at 5 (quoting Waters v. Wachovia Bank, N.A., 550 U.S. 1, 35-36 (2007)).
257. Id. at 6.
258. Id. at 7.
259. Id. at 7 (quoting 7 U.S.C. § 6501 (stating in the preamble that the purpose of
the statute is to establish consistent standards and to facilitate interstate commerce
in organic products)).
260. Id. at 9.
261. The integrity of the program is subject to considerable debate as organic
"purists" confront the evolution of the organic industry into larger corporate entities. For a discussion of these topics, see generally, Philip H. Howard, Consolidation
in the North American Organic Food ProcessingSector, 1997 to 2007, 16 INT'LJ. SOC. OF
AGRIC. & FOOD 13 (2009); A. Bryan Endres, An Awkward Adolescence in the Organics
Industry: coming to Terms with Big Organics and Other Legal Challengesfor the Industry's
Next Ten Years, 12 DRAKEJ. AGRIc. L. 17 (2007); SAMUEL FROMARTZ, ORGANIC, INC.
(Harcourt, Inc. 2006); MARK ALAN KASTEL, MAINTAINING THE INTEGRITY OF ORGANIC

2009]

U.S. FOOD LAW UPDATE

259

In dicta, the court stated it was immaterial whether or not Aurora
actually followed the federal organic production requirements.
Because Aurora was a certified organic operation, it could label,
market and sell its products as "organic" until the certifying body or
the USDA suspended or revoked its certification.2 " Accordingly, the
sole remedy for stakeholders seeking to prevent alleged circumvention of the national standard is to lodge a complaint with the
USDA.2" This course of action, however, is subject to significant
agency enforcement discretion;2 5 itself a topic subject to considerable controversy.
D. Rose Acre Farms v. United States2 7
The last case to be discussed has been dragging its way up and
down the courts for seventeen years. The claim in the litigation is
that USDA regulations effected a regulatory taking when the government restricted the interstate sale of eggs from chickens that
tested positive for salmonella.
Rose Acre Farms (Rose Acre) operates eight layer hen farms
containing millions of hens.2 1 Its eggs primarily are sold as table
eggs which are raw poultry eggs sold in their shells. In 1990,
shortly after the regulations were first implemented, Rose Acre had
three farms (Cort Acres, White Acres and Jen Acres) that the gov(Cornucopia Institute
2006), available at http://cornucopia.org/
dairysurvey/OrganicDairyReport/cornucopia milkintregrity.pdf.
262. In re Aurora OrganicDairy Corp., 2009 WL 1576928 at 8.
263. Id. at 9.
264. See USDA, Agricultural Marketing Service, National Organic Program; File a
http://www.ams.usda.gov/AMSv1.0/ams.fetchTemplateData.do?temComplaint,
plate=TemplateE&navlD=FileAComplaintNOPNationalOrganicProgramHome&rig
htNavl=FileAComplaintNOPNationalOrganicProgramHome&topNav-&leftNav-NationalOrganicProgram&page=NOPFileaComplaint&re
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ernment identified as sources of salmonella contamination.!o Once
identified as a source, the regulations required testing of flocks and
prohibited the interstate sales of eggs from those farms except for
uses requiring pasteurization."' As a result, Rose Acre had to sell a
portion of its eggs as breaker eggs rather than as table eggs.' It took
twenty-five months for Rose Acre to depopulate, clean, and disinfect
the poultry houses and obtain USDA inspection and approval to
resume selling table eggs.'" Rose Acre claimed that the regulations
amounted to a regulatory taking of its right to sell table eggs.
The Court analyzed Rose Acre's taking claim under Penn Central Transportation Co. v. New York City." Penn Central requires the
court to consider (1) the economic impact of the action on the
claimant, (2) the effects of the governmental action on the reasonable investment backed expectations of the claimant, and (3) the
character of the governmental action.2 ' These issues were addressed
in previous appeals and remands, so that the primary issue to be
decided in this case was how to calculate the economic impact of the
regulation.
The trial court found that the balance of factors favored Rose
Acre because it suffered a 219% diminution in return on eggs from
the three affected farms, and awarded $8.7 million in just compensation, interest, attorney fees, expert fees, and expenses."
The
Court of Appeals issued two primary critiques of this conclusion.
First, "the vast majority of takings jurisprudence examines ... not lost
profits but the lost value of the taken property."2 7 1 Second, "a diminution in return is an inherently relative term, the magnitude of
which is dependent on the magnitude of the starting profit margin.""7 The primary problem with this is that the percent diminution in return increases as margin of profitability decreases, even if

270. Id. at 1264.
271. Id. at 1263.
272. Rose Acre, 559 F.3d at 1264.
273. Id.
274. Id. at 1266-67, (citing Penn Central Transportation Co. v. New York City, 438
U.S. 104 (1978)).
275. Id. at 1267.
276. Id. at 1266. Because of the fixed input costs of operating the farms, a 10.6%
diminution in value (which is the value the eggs lost when diverted to cracking operations) resulted in a transition from 4.8% profitability to 6.3% in losses. Id. at
1268.
277. Id. (citation omitted).
278. Id. at 1269.
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the absolute dollar value of the product is reduced only by pennies
on the dollar.7
Part of the problem with the trial court's decision stemmed
from a failure to identify properly the contested parcel. Rose Acre's
expert at trial focused on the diminished profitability of the three
farms, while the government's expert focused on the lost value of
the eggs themselves.2 ' The Court of Appeals held that the proper
parcel to consider was the eggs themselves (further supporting the
argument that the proper methodology for analyzing the loss was
diminished value) and pointed out that, if looking at the business as
a whole, the 219% decrease in profits at the three farms provides no
useful information on the overall lost profitability of the nine
farms.28 ' The other six farms may have been able to absorb the lost
profits and support the ongoing profitability of the business as a
whole."

The other issue in the case was the intervening decision of the
Supreme Court in Lingle v. Chevron U.S.A. Inc.,"' which changed the
regulatory analysis of the third prong of the test. Courts must no
longer look at "whether the means chosen by government advance
the ends or whether the regulation chosen is effective in curing the
alleged ill.""2 Instead of looking at the rationality of the regulation,
courts must consider "the actual burden imposed on property
rights, or how that burden is allocated."8 " The Court of Appeals
found that, even though the regulations could have been drafted
more broadly to encompass egg handlers and the egg-consuming
public, they were not overly burdensome on one entity because they
targeted all egg producers.2 ' Therefore, the character of the regulations did not favor Rose Acre.2 " The court also concluded that the
holding in Lingle had no effect on the public safety and health aspects of the character prong of the analysis, especially given the long
history of food regulations meant to protect public health and
safety.28
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Taking all of these factors together, the Court of Appeals concluded that there had not been a regulatory taking because the economic impact on Rose Acre was not severe, the reasonable investment-backed expectations were not strong enough to be dispositive,
and the character of the government's regulations strongly favored a
non-taking." The Court of Appeals stated, "the law of regulatory
takings does not generally compensate property owners when a
regulation's economic impact is slight and temporary but the potential for physical harm to the public is significant."2 0 Under the Penn
Central standards, the salmonella regulations "were not functionally
comparable to government appropriation or invasion of private
property.
Consequently, Rose Acre was not entitled to compensation.
V. CONCLUDING THOUGHTS

As the forty-fourth president settles into the task of governing,
several long sought-after events have taken place regarding food
labeling. For food allergy sufferers, the carmine and gluten-free
labeling rules are a welcome step forward and may signal the beginning of further regulatory oversight of allergen-labeling-a market
many expect to grow if food allergies continue to increase at recent
rates. In addition to regulatory actions, in the second half of 2009
courts resolved two important misbranding cases: the case of the
missing "Crunchberry" and modified "best buy" labels. In an increasingly competitive market faced with an economic recession,
challenges to labeling practices are likely to increase as competitors
seek market advantage.
Organic foods remains a bright spot despite the economy. The
U.S-Canadian Organic Equivalency agreement promises to keep
open this major market for U.S. organic products. On the other
hand, the court's dismissal of a state unfair competition claim challenging the organic marketing practices described in the Aurora case
will place further pressure on the USDA to ensure the integrity of
the organic label as it loses this potential secondary enforcement
model.
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Finally, the Rose Acre Farms regulatory takings case raises interesting issues for many regulatory agencies as they seek to move
forward and enact the aggressive consumer safety rules promised by
this new administration.

292. The White House, Office of the Vice President, Obama Administration Delivers
on Commitment to Upgrade U.S. Food Safety System, (July 7, 2009), available at
http://www.whitehouse.gov/the-press-office/obama-administration-deliverscommitment-upgrade-us-food-safety-system; The White House, Office of the Press
Secretary, Statement by the President on House Passage of the Food Safety Enhancement Act of 2009, (July 30, 2009), available at http://
www.
whitehouse.gov/the-press-office/statement-president-house-passage-food-safetyenhancement-act-2009 (noting that passage of food safety legislation is critical).

